FOR ANTIGEN TESTING

Extensions granted for
COVID-19 antigen tests.
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« This product has not been FDA cleared or approved but has been authorized by
FDA under an Emergency Use Authorization (EUA). This product has been
authorized only for the detection of proteins from SARS-CoV-2, not far any other

The iHealth COVID-19 Antigen Rapid Test is intended for the qualitative
detection of SARS-CoV-2 nucleacapsid protein antigen in anterior nasal

(nares) swab samples.
viruses or pathogens.

+ The emergency use of this product is only authorized for the duration of the
declaration that circumstances exist justifying the authorization of emergency use §
of in vitro diagnostics for detection and/or diagnaesis of COVID-19 under Section
S64(b)(1) of the Federal Food, Drug and Cosmetic Act, 21 US.C. § 360bbb-3(b)(1),
unless the declaration is terminated or authggzation is revoked sooner

» If you have symptoms of COVID-19, you can use a single test

» If you do not have symptoms of COVID-19, you will need at
Jeast two tests per person. You may need to purchase
additional tests to perform serial (repeat) testing.

« This test is more likely to give you a false negative result when
you have COVID-19 than a lab-based molecular test.
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Manufactured for iHealth Labs, Inc. Model: IC0-3000
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e Look up the new expiration date by lot number:
The lot number can be found above the "use by" date.
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https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/home-covid-19-diagnostic-tests-frequently-asked-questions#:~:text=Q%3A%20Can%20the%20expiration%20date,authorize%20a%20longer%20shelf%2Dlife.
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/home-covid-19-diagnostic-tests-frequently-asked-questions#:~:text=Q%3A%20Can%20the%20expiration%20date,authorize%20a%20longer%20shelf%2Dlife.
https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/home-covid-19-diagnostic-tests-frequently-asked-questions#:~:text=Q%3A%20Can%20the%20expiration%20date,authorize%20a%20longer%20shelf%2Dlife.
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COMMON ANTIGEN TESTS IN ESSEX COUNTY

IF YOU HAVE SUPPLIES, PLEASE CONSIDER RE-LABELLING WITH NEW EXTENSIONS
BEFORE HANDING THEM OUT SO PEOPLE KNOW THE NEW EXTENSION.

AccessBio (CareStart)
9 months from manufacture date;

3 months beyond the date originally

printed as an expirations date; and

Example: LOT CP21J01 had an original

Exp as FEB 2022 is now MAY 2022.
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iHealth

9 months from manufacture date (if Exp.
date is printed on or before 9/29/2022);
3 months beyond the date originally
printed as an expiration date; and
Example: LOT 211C021224 has a Use
BY: 2022-06-23 is now 2022-09-23.
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CaraStart™
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BinaxNOW (Abbott)

15 months from manufacture date;

9 months beyond the date originally
printed as an expiration date; and
Example: LOT 134545 had an original
Exp as 16-MAY-22 (5/16/2022) is
now 16-FEB-22 (2/16/2022).
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iHealth

COVID-19
Antigen Rapid Test

QuickVue (Quidel)

24 months from the manufacture date;

The date printed on the box is accurate; and
Example: LOT F40487 Exp 2023-12-13 with
manufacture date of 2021-12-31.




